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Ms. Katie Huggins
-w, ~ Wd Developmat
4 Heal@ Iilc. .
5485 Chn~ga.Court
Boulder, (kiOdO 80301

This is in response to your letter ofJune 4, 1996 making a submission to the Food and
Drug MminkWI t to section 403(r)@) of the Federal F@ Drug and●on (FDA) pursuan
Cosmetic Act (the act). Your submissionstates that you are nud6ng the folIowing
statements in the labelingfor ‘3%KU”:

1. Fulfill is a deliaoq protein powder meal replacer *.
. Repknishes your body with nutrier@ including a compkte profiIe of vitamins
and an exeelknt profileof minerals“meludii chromium polynicotinate, i trace
mineralwhich can helpyour body regulate its bkwd sugar levels.
. Allows you to decrease your daily calorie intake.
. Helps satisfyyour desire for fd and sweets.

2. Take CraveLess and Burnhforq along with Fulfidl meal replacer, ~ pad of the
T&eCharge Weight Loss Systeq for optimum results. For weight contro~ -
combinethe TakeChargeSystem with exercise and a healthy diet.

.. . .

3. Take chargeof your weight to&y %th F@ the meal replacer that makes you
fixl better evay day.-

4. Plus it (FuMll)~ntains:
Our ~roprietary ~knd of special ingredients i.ncludkg L-Camitine, Gu@P~~,

B*eHCL, eiizymes and lipotropic factors to provide poweriid support in the
metabolism of fids. . .

Our proprietary blend of herbal ingredk-nts inch.ding Grin W, Gotu Kola @
A4ik.1’histle Extra% Borage 0~ Chickweed Herb, and capsicum Fruit to provide
support for weight control.

~s product does not meet the definition of a dietary supplement in section 201(ff)(2)@)

.

of the a% which statesthata “dietary supplement” is not a fd which is represented for
use as a conventional fwd or as a sole item of a meal or the dkt. The statements that you
are making for TuUiJf’ ckax-iystate that the product is “mknded to & wed by persons as a
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meal replacemenG in that the olti state that 1)%1611 is a delitious proti powdw
mealreplacer,”2) %WiJl mealreplacer,as partof the TakeChqe Weight Loss Systeq”
and 3) V- the mealreplacerthat iiakes you fd better every day.” B~”FuUiU is .
not a dietaq supplementundersection 201(f9 of the ~ it is sulject to reguMoa as a
conventional fd and must meet the rquireme@s fa nutrition IalxAng nutri- content
_ andhealthclaims contiedin21 CFRpart 101. . .-

We hope this Mormation is helpfiL

sincerely yours, - ●

d James Tanner,PhD.
Acting D-iector, Division of Programs and

EMorcement Policy
Officeof Special Nutritional
Center for Food Safq

and Applied Nutrition
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